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June 25, 1999

Dockets Management Branch
(HFA-305)
Food and Drug Administration
5630 Fishers Lane, Rm 1061
Rockville, MD 20852

Re: Comments on proposed amendment to 21 CFR 1040.20 as it regards compatibility
rules for tanning lamps.

k
Sir/Madam,

For your consideration, I wish to offer the following comments as you review the
standards for tanning lamps.

Brief Review

You can fairly represent all tanning units (beds and booths) as having timers with one of
four maximum exposure times, 10 minutes, 15 minutes, 20 minutes, and 30 minutes.
This has occurred largely for economic reasons to accommodate client turnover. For
example, 20-minute beds would allow approximately 2 clients per hour, providing time
for tanning, clothing changes, and cleanup.

Within each of these bed timer categories, you will find that as you compare beds by
different mfiufacturers, the actual output of a new set of certified lamps will vary
considerably. For example, we have found some 20 minute beds certified with lamps
which actually measure closer to 27 –30 minutes in Te, while others more closely
approach the maximum exposure time of 20 minutes. This. is obviously a market
decision made by the bed manufacturer and ultimately the salon. In any case, it serves to
illustrate that a large variety of lamps exist for each.timer range. While this does not
represent a safety issue, it does represent a regulatory challenge, especially when you
consider that most certified lamps have compatible lamps available from alternative
manufacturers. This means that a regulator must determine compatibility by cross-
-referencing the lamp used in the bed to its compatible lamp by checking user instructions
supplied by the individual manufacturers.

The current definition of compatibility states that the output of the compatible lamp must
be+- 1C)%in output as compared to the certified lamp. Hence, while a lamp might be
compatible to a certified lamp used in a 20-minute bed, it does not mean that the lamp
may be used in any 20-minute bed.
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Understanding these realities, the FDA is currently exploring how the industry might
migrate to a system whereby all bulbs are categorized into meaningful categories, e.g. E 1,
E2, E3, etc., that would correspond to bed certification, and ultimately would be related
to a timer category.

Recommendation:

In order to achieve a new method for determining compatibility, I would recommend that
the FDA consider the following steps:

1)

2)

3)

4)

I would have as a goal the creation of four categories of lamps, E 1, E2, E3, and E4
corresponding to 10, 15, 20, and 30 minute Te’s.

I would setup a committee of Bob Sayre and selected lamp manufacturers to develop
the methodology and specifications for measuring outputs and developing reference
lamps.

The reference lamps would be developed for the purpose of determining what timer
would be used when certifying the bed according to the categories in (1) above. In
addition, the reference lamps would set the parameters for output measurements in
determining lamp compatibility and categorization for compatibility.

The final step in the process would be for the committee to submit its
recommendation to the FDA for approval.

Conclusion:

I believe the above plan would be consistent with market realities and the needs of the
salon, even the playing field for manufacturers, and make regulation a more viable and
efficacious task.

Thank you for your consideration,

Sincerely,

k (1.kth-y/’
Steven A. Rothenberg

v

President

SAR/hcc
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